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1. Introduction {#efs24737-sec-0002}
===============

In the context of its mission, the European Food Safety Authority (EFSA) is committed to assess the risks occurring in the food and feed chain from farm to fork and to provide other forms of scientific advice in an independent, high‐quality and timely manner. EFSA\'s duties also include open communication of its scientific evaluations to all interested parties, including managers, scientists and the public at large.

Since its inception in 2002, EFSA\'s work has resulted in the adoption and publication of thousands of scientific assessments[1](#efs24737-note-1006){ref-type="fn"} on different subjects within its remit. In order to increase the transparency of its scientific evaluation procedures, EFSA has also formally developed, adopted and published a number of assessment methodologies (including guidance documents), which have been applied to assess risks in specific segments of the food chain.

All the scientific assessments adopted by EFSA depend on the assessment methodology used and on the data available at the time of the assessment. The availability of new relevant and reliable scientific and/or technical data and the amendments of the assessment methodologies over time to keep track of new scientific developments all contribute to the systematic consideration if the need to update some previous scientific assessments.

EFSA is obliged to re‐assess specific assessments, e.g. after a defined time period, in specific regulatory contexts such as: Food additives permitted before 20 January 2009 are currently re‐evaluated by EFSA/ANS Panel to be finalised by 2020.All feed additives currently on the market, authorised under the previous regulatory framework are being re‐evaluated by the EFSA/FEEDAP Panel, in line with current EU legislation on feed additives for use in animal nutrition to ensure that all feed additives in Europe are assessed following the same up‐to‐date guidelines and taking into account the newest scientific developments. Also, the renewal of the authorisation process has started for those feed additives where 10 years has elapsed since the first authorisation.Plant protection products whose active substances are approved for a maximum of 10 years and it is possible to apply for the renewal of approval under Regulation EC 1107/2009.Genetically modified (GM) food and feed authorised under Regulation (EC) 1829/2003. The authorisation shall be renewable for 10‐year periods on application to the Commission by the authorisation holder at the latest 1 year before the expiry date of the authorisation.

In other sectors within EFSA\'s remit, the consideration for updating adopted scientific assessment is based on an ad hoc basis mainly depending on requests by risk managers such as the European Commission, European Parliament and Member States or on EFSA self‐tasking. A potential need for updating an adopted EFSA opinion may also arise due to the prescriptions of Art. 30 of the Regulation (EC) No 178/2002.

If safety is potentially at stake in any one of the areas within the EFSA\'s remit, the updating of relevant scientific assessments is of fundamental importance for EFSA\'s mission and reputation regardless of whether it results from an ad hoc basis or within a periodic evaluation framework. EFSA\'s readiness to update scientific assessments, when needed, is also fundamental to avoid possible risk management actions resulting from assessments carried out on obsolete data and/or methodologies.

In view of the high complexity, many implications and considerable resources required for updating the many scientific assessments adopted by EFSA, the objective of the present opinion is to provide scientific criteria that can be used in identifying and prioritising those scientific assessments, which are more likely to need updating in relation to the emergence of new data and/or risk assessment methodologies.

In order to make more effective and timely the identification of new data and/or methodologies suggesting an updating of specific scientific opinions adopted by EFSA, it is useful to provide scientific criteria and approaches to better structure the work in the context of EFSA\'s overall work programme. It is recognised that, in any case, the decision for the updating should be discussed, together with legal considerations, potential consequences for stakeholders and implications for EFSA resources, by the EFSA management, risk managers and stakeholders.

The present opinion covers guidance documents and scientific assessments including scientific opinions, statements and other EFSA scientific outputs. It applies to both regulated and non‐regulated products.

1.1. Background and Terms of Reference {#efs24737-sec-0003}
--------------------------------------

The Scientific Committee of EFSA established a Standing Working Group on Guidance Review with the following objectives: to provide recommendations and to propose priorities for the preparation of new EFSA crosscutting guidance documents produced or endorsed by the Scientific Committee;to review existing EFSA cross‐cutting guidance documents to confirm whether they are relevant and scientifically up‐to‐date, and to identify whether revision or replacement guidance should be developed;to develop a plan for and to assist in the implementation and use of the above‐mentioned guidance documents across EFSA;to assist in the development of advanced scientific training programmes in cross‐cutting scientific issues/guidance documents for experts of the Scientific Committee, Panels and EFSA Scientific Units.

Specifically, the Standing Working Group was asked to propose: priority topics for the development of risk assessment guidance by the Scientific Committee in 2016--2018;criteria to update a scientific assessment/guidance when new information becomes available.

This document addresses the second specific request.

2. Methodologies {#efs24737-sec-0004}
================

The Standing Working Group on Guidance Review, consisting of members with expertise in various scientific areas covered by EFSA, developed the draft of this Scientific Opinion for consideration by the Scientific Committee.

3. Assessment {#efs24737-sec-0005}
=============

3.1. Motivations for updating EFSA scientific assessments {#efs24737-sec-0006}
---------------------------------------------------------

In addition to complying with the periodic re‐evaluation programmes, based on regulatory prescriptions or on specific requests by the European Institutions, in order to ensure the timely updating of specific scientific assessments, it is also important to carefully consider the availability of new relevant[2](#efs24737-note-1007){ref-type="fn"} and reliable[3](#efs24737-note-1008){ref-type="fn"} data likely to have a significant impact on the EFSA scientific assessments under consideration. This includes new end points, new studies, exposure data (including occurrence and consumption data) and variables (e.g. efficacy and disease risk markers) not taken into account previously which, through an ad hoc screening, are considered likely to influence the conclusions of and to have a significant impact on the previously adopted scientific assessments and imply the need for updating them. The emergence of relevant and reliable new data may derive from investigations and research activities not necessarily motivated by the risk assessment activities and/or carried out in response to specific EFSA recommendations or the adoption of major amendments in a risk assessment methodology (e.g. new targets or microbiological criteria) or completely new methodologies due to prescriptions of EU legislation.

Depending on the context in which the new data are produced, there may be considerable differences in the speed and effectiveness of their transfer to EFSA and EFSA\'s consequent ability to take them into account to update scientific assessments, when necessary.

The EFSA Scientific Committee addressed also the importance of transparency in the scientific EFSA outputs by elaborating the general principles to be applied in the identification of data sources, criteria for inclusion/exclusion of data, confidentiality of data and assumptions and uncertainties (EFSA, [2006](#efs24737-bib-0001){ref-type="ref"}, [2009](#efs24737-bib-0002){ref-type="ref"}). Transparency is needed in all parts of a scientific assessment which needs to be understandable and reproducible and, where possible, based on a harmonised, internationally‐ accepted methodology and standards of best practice.

The principles of the transparency guidance document (EFSA, [2009](#efs24737-bib-0002){ref-type="ref"}) also apply to the identification of motivations and priorities for the updating of EFSA scientific assessments. Hence, transparency should be ensured by clearly identifying the scientific reasons for updating a previous scientific assessment, together with a clear description of the objective(s) and timetable of the revision procedure. Relevant data linked to the decision to update a scientific assessment should be made publicly available. It is also fundamental that EFSA clearly applies a cut‐off date for data/studies to be considered in the course of an updating (as is done in any scientific assessment).

In this context, the EFSA scientific report on 'Principles and process for dealing with data and evidence in risk assessment', produced in the framework of the PROMETHEUS project (Promoting Methods for Evidence Use in Scientific assessments), is relevant (EFSA, [2015](#efs24737-bib-0004){ref-type="ref"}). The scientific report states that *on the basis of EFSA\'s core values, the principles for dealing with data and evidence to decide whether updating a specific EFSA scientific assessment are those of: (i) impartiality; (ii) excellence in scientific assessment; (iii) transparency and openness; and (iv) responsiveness*. In the light of these principles, the assessment should be structured in four phases: *(i) planning the strategy upfront; (ii) conducting the process in line with the strategy; (iii) verifying the process; and (iv) documenting and reporting the process, results and conclusions, and ensuring accessibility of methods and data. Even if the process is structured in a way to minimize subjectivity and maximise transparency, the value of expert judgement in all phases of the process remains fundamental*.

EFSA is also expected to achieve an important milestone with the adoption of a new guidance on how to characterise, document and explain uncertainties in the various steps of risk assessment (EFSA Scientific Committee, [2016](#efs24737-bib-0006){ref-type="ref"}). In fact, the better understanding of uncertainties in each scientific assessment will considerably improve the possibility of identifying those scientific assessments more likely to need specific attention for updating.

Similar considerations apply in the development of guidance by EFSA Scientific Committee on the use of the weight of evidence approach in scientific assessments (EFSA Scientific Committee, [2017a](#efs24737-bib-0007){ref-type="ref"}) and on biological relevance (EFSA Scientific Committee, [2017b](#efs24737-bib-0008){ref-type="ref"}).

3.2. Identification of scientific assessments that require a proactive search for new data {#efs24737-sec-0007}
------------------------------------------------------------------------------------------

It is considered useful to develop a procedure to identify EFSA\'s adopted scientific assessments that are more likely to require a proactive search for new data with a view to possible updating (Figure [1](#efs24737-fig-0001){ref-type="fig"}). The scientific criteria to be used by EFSA to this end are as follows: identification of essential data gaps resulting in large remaining uncertainties in the previous assessment;development of new scientific assessment concepts/methods which may significantly affect the conclusions of a previous assessment;evaluation of the temporal relevance of the data used for the previous assessment;where the estimated exposure for specific population groups is close to the respective health‐based guidance value or the margin of exposure/safety is small. In such cases, the impact of new data or a modified assessment methodology could be more relevant.

For each scientific assessment identified in such a context, the Scientific Committee considers important to encourage the agencies of the European Union (EU), international and Member State organisations, and Networks and, possibly, a specific segment of the scientific community to make EFSA, as soon as possible, aware of new potentially relevant data for updating EFSA\'s scientific evaluations. In fact, collaborating with EFSA to facilitate the identification of new data that are potentially relevant for updating past scientific assessments would be a significant contribution to the improvement of food, feed and environmental safety within the EU. For regulated products, there is also a legal responsibility for the relevant stakeholders to forward to EFSA as soon as possible any new information, which may affect previous EFSA scientific assessments.

An example of an effective approach to collect the scientific information needed for updating a scientific assessment is provided in the Appendix A of the EFSA opinion on the 'Identification and selection criteria for scientific data consideration for the re‐evaluation of aspartame' (EFSA ANS Panel, [2013](#efs24737-bib-0005){ref-type="ref"}) that is based on several opinions on principles of risk assessments adopted by different EFSA bodies between 2009 and 2012.

A similar consideration also applies to the EFSA Guidance on the submission of scientific peer‐reviewed open literature for the approval of plant protection products (EFSA, [2011](#efs24737-bib-0003){ref-type="ref"}) that provides a definition of scientific peer‐reviewed open literature and instructions on how to minimise bias in the identification, selection and inclusion of peer‐reviewed open literature in dossiers, according to the principles of systematic review (i.e. methodological rigor, transparency, reproducibility).

3.3. New or substantially modified assessment methodologies {#efs24737-sec-0008}
-----------------------------------------------------------

The adoption of a new scientific methodology or of a major modification to an existing methodology originally used by EFSA for assessing the risk of specific categories of chemical substances or biological agents, may lead to the need to update a considerable number of past scientific assessments. In this case, however, it is possible through an analysis of the impact of the new or modified assessment methodology on already adopted scientific assessments to be carried out by the relevant EFSA SC/Panel and Unit, to evaluate the need for and extent of updating of past assessments and schedule the work plan (Figure [2](#efs24737-fig-0002){ref-type="fig"}). This impact assessment should be made preferably before the formal adoption of the new or modified assessment methodology and be discussed with EFSA management, risk managers and stakeholders. It should also consider the requirement for new data and the time needed for their generation.

The principal criteria for considering if the adoption of a new or substantially modified assessment methodology implies the need to update specific scientific assessments include the following: Are there critical new data requirements (e.g. new toxicity or exposure studies)?Are there new approaches for hazard and exposure assessment?Is there an assessment of the implications of a new guidance conducted by the responsible EFSA Panel/Unit?Is the estimated exposure close to the respective health‐based guidance value?Is the margin of exposure/safety small?

Similarly, for cross‐cutting guidance, such as those generally formulated by the EFSA Scientific Committee, it is often necessary to consult with the relevant Panels/Units/risk managers/stakeholders before the final adoption of the modified methodology or guidance document. The report on 'Study on implications on the requirements for submission of toxicological information, restrictions and administrative consequences of the draft revised guideline on Food Contact Material (FCM)' (Van Hoeck et al., [2016](#efs24737-bib-0012){ref-type="ref"}) provides an example of the approach aiming at predicting to what extent the adoption of a revised risk assessment methodology is likely to affect past scientific assessments.

Also, relevant in this context is the guidance document on the use of the benchmark dose approach in risk assessment developed by the Scientific Committee (EFSA Scientific Committee et al., [2017](#efs24737-bib-0009){ref-type="ref"}). In this guidance, the Scientific Committee reconfirmed that the Benchmark Dose (BMD) approach is a scientifically more advanced method compared to the No‐Observed‐Adverse‐Effect Level (NOAEL) approach. However, it did not call for a general re‐evaluation of previous assessments based on the NOAEL approach or on the BMD method as described in 2009 by the Scientific Committee, in particular where the exposure is more than one order of magnitude smaller than the health‐based guidance value.

3.4. Approach for screening the relevance and reliability of new data {#efs24737-sec-0009}
---------------------------------------------------------------------

The timely consideration of whether a previous scientific assessment needs to be updated is crucial for EFSA. Such a decision should be based on a judgement as to whether the new available data identified through the approaches described in Sections [3.2](#efs24737-sec-0007){ref-type="sec"} and [3.3](#efs24737-sec-0008){ref-type="sec"}, are relevant, reliable and likely to be of decisive importance for the scientific assessment (Figures [1](#efs24737-fig-0001){ref-type="fig"} and [2](#efs24737-fig-0002){ref-type="fig"}). In such a case, it would be appropriate also to check if additional data have become available in the meantime through any other route, which should be taken into consideration in the updating process.

A harmonised approach to decide on whether there is a need to update a scientific assessment, as yet to be formalised by EFSA, should possibly to be based on criteria including the following ones: Are the new data relevant and reliable?Does the new scientific evidence address important data gaps previously identified?Are the new data likely to affect significantly the conclusions of an earlier assessment?

The screening of new data should preferably be carried out by a small working group under the responsibility of the EFSA Scientific Committee/Panels/Units involved in the original assessment.

The decision on whether there is a need to update the assessment should be taken by the EFSA Management and, where required by the applicable legal acts, by the appropriate risk managers.

4. Conclusions {#efs24737-sec-0010}
==============

The readiness to update past scientific assessments, when a new or substantially modified assessment methodology is adopted by EFSA or when new relevant, reliable and decisive data become available through a proactive search or any other route is considered by the Scientific Committee as essential for EFSA to stay at the forefront of scientific assessment of food and feed safety. To such an end, it is important for EFSA to take action to increase as much as possible the speed and effectiveness of the acquisition of new available and potentially relevant data and to systematically screen their relevance and reliability.

5. Recommendations {#efs24737-sec-0011}
==================

The Scientific Committee recommends that a systematic procedure is developed based on the criteria described in Section [3.2](#efs24737-sec-0007){ref-type="sec"} to identify scientific assessments that are more likely to become out of date and where a proactive search for new data is needed. It is recommended that such a requirement is, whenever possible, clearly stated in the specific opinion or as soon as such a need emerges. For each such scientific assessment identified, a specific monitoring programme should be established by EFSA, in collaboration with relevant partners at European and international level, to identify as soon as possible the emergence of new data, which may require an updating initiative (Figure [1](#efs24737-fig-0001){ref-type="fig"}).

In the case of the adoption of a new or significantly modified scientific assessment methodology used by EFSA, the relevant Scientific Committee/Panel/Working Group and Unit should evaluate the implications for already adopted scientific assessments performed using previous methodologies. If the impact evaluation indicates the need for updating past assessments (criteria described in Section [3.3](#efs24737-sec-0008){ref-type="sec"}), the updating process should be properly planned in collaboration with EFSA management, risk managers and stakeholders (Figure [2](#efs24737-fig-0002){ref-type="fig"}).

Moreover, EFSA should develop and test, by making use of the criteria described in Section [3.4](#efs24737-sec-0009){ref-type="sec"}, a harmonised approach to decide on whether there is a need to start the updating of previous scientific assessments.

![Operational scheme 1. Updating EFSA\'s scientific assessments due to the emergence of new data](EFS2-15-e04737-g001){#efs24737-fig-0001}

![Operational scheme 2. Updating EFSA\'s scientific assessments due to the adoption of new or modified methodologies for scientific assessments](EFS2-15-e04737-g002){#efs24737-fig-0002}

Abbreviations {#efs24737-sec-0012}
=============

BMDBenchmark DoseFCMFood Contact MaterialGMgenetically modifiedNOAELNo‐Observed‐Adverse‐Effect LevelPROMETHEUSPromoting Methods for Evidence Use in Scientific assessmentsSCScientific Committee

Scientific assessments include scientific opinions, statements, conclusions on Pesticides Peer Review and reasoned opinions.

'Relevant data' means data, which are likely to substantially influence a scientific assessment within the remit of EFSA. 'Data relevance' refers to the appropriateness of the data for the intended purpose of the assessment (Vermeire et al., [2013](#efs24737-bib-0013){ref-type="ref"} and Ruden et al., [2016](#efs24737-bib-0011){ref-type="ref"}). In other words, relevance refers to the extent to which available data address the objective of the assessment (e.g. right target population, specific protection goals, hazard of concern, geographic area). Criteria for relevance of data have to be defined before starting the actual review of the data. Then, all the new data and information are evaluated, and only those judged to be relevant should be used in the assessment.

'Reliable data' means valid data supported by solid scientific reasoning, preferably obtained according to widely accepted test methodologies. 'Reliability' of evidence refers to: (i) precision, i.e. the extent to which random error is minimised and the outcome of the process is reproducible over time, and (ii) accuracy, i.e. the extent to which systematic error (bias) is minimised (IPCS, [2009](#efs24737-bib-0010){ref-type="ref"}).
